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DETAILED ACTION 

This Office Action is responsive to Applicants Transmittal of New Application, 
filed 12/07/2005. Claims 1-11 are pending in the instant application; of which Claims 1 
& 1 1 are currently amended. 

Information Disclosure Statement 

Applicants' information disclosure statements (IDS), filed on 12/07/2005 and 
04/1 1/2008 have been considered. Please refer to Applicants' copies of the 1449 
submitted herein. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-3, 6, & 8-11 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Renslo et al. (US 7,279,494 - filed 04/01/2004). Said patent discloses compounds 
and compositions according to Formula I, shown in abstract and Claim 1 in column 144. 
There is significant overlap between formula I of the '494 patent and the instant 
application, including anticipatory species such as Example 70 shown in column 139 (A 
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= S(O); Rx = H; R1 = H; R4 & R4a = F; n = 1 ; R3 = NR13(C=X2)R12; R13 = H; X2 = O; 
and R12 = CH2CN), among others. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5 & 8-1 1 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Specifically, the claim is drawn to compounds of the formula I comprising the 
core variable ring (Ar or HAr). There are numerous examples in the specification 
wherein the core variable ring is phenyl; however, there are no examples drawn to core 
variable ring (Ar or HAr) other than phenyl. Therefore, there is not a representative 
number of examples and a person having ordinary skill in the art would recognize that 
applicant was not in possession of species having these necessary features. 
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Claim Rejections - 35 USC §112, 1 st Paragraph 

Claims 9-1 1 are rejected under 35 U.S.C. § 112, first paragraph, because the 
specification, while enabling for compositions and a method of treating a bacterial 
infection, does not reasonably provide enablement for preventing a bacterial infection. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make the invention commensurate in scope 
with these claims. 

The nature of the invention 

The nature of the invention is compounds and compositions of Formula I and 
methods of using these compounds as antibacterial agents. 

The state of the prior art and the predictability or lack thereof in the art 

The state of the prior art, namely pharmacological art, involves screening in vitro 
and in vivo to determine if the compounds exhibit desired pharmacological activities, 
which are then tested for their efficacy on human beings. There is no absolute 
predictability even in view of the seemingly high level of skill in the art. The existence of 
these obstacles establishes that the contemporary knowledge in the art would prevent 
one of ordinary skill in the art from accepting any therapeutic regimen on its face. The 
instant claimed invention is highly unpredictable as discussed below. 

It is noted that the pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. In re Fisher, ATI F.2d 
833, 839, 166 USPQ 18 (CCPA 1970) indicates that the more unpredictable an area is, 
the more specific enablement is necessary in order to satisfy the statute. In the instant 
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case, the claimed invention is highly unpredictable since one skilled in the art would 
recognize that a group of compounds and compositions may treat a cell, once infected 
with bacteria, but it does not mean that the same group of compounds and 
compositions may prevent bacteria from infecting the cell. The term preventing may be 
interpreted as disallowing bacteria from entering a single cell. 
The amount of direction or guidance present and the presence or absence of working 
examples 

There is no direction or guidance provided which supports Applicant's claimed 
method for the preventing a bacterial infection, as indicated. The direction or guidance 
present in Applicants' Specification for a method of using the compounds and 
compositions of Formula I to bacterial infection is found on pages 44-45. 

The breadth of the claims, quantity of experimentation, and level of skill in the art 

Claims 9-1 1 are drawn to method of treating or preventing a bacterial infection. 
In order to prevent a disease, one would need to precisely identify those subjects likely 
to acquire such a disease, administer Applicant's claimed invention, and then 
demonstrate that if the identified subject did not develop the disease, such an effect was 
the direct result of administration of the claimed invention. 

Because of the aforementioned reasons, a person of skill in the art could not 
practice the claimed invention herein, or a person of skill in the art could practice the 
claimed invention herein only with undue experimentation and with no assurance of 
success. Deleting the word "preventing" in the claims may overcome this rejection. 
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Claim Objections 

Claim 1 is objected to because of the following informalities: the term "the 
present invention relates to" should be deleted. Appropriate correction is required. 

Claim 8 is objected to because of the following informalities: the term "and 
optionally a in combination..." does not make sense. The "a" is probably inadvertent. 
Appropriate correction is required. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US Patents 7,141,588 and 6,919,329 disclose oxazolidinone 
derivatives structurally and pharmaceutically related to the instant compounds; 
however, the amide linkage to the oxazolidinone is not claimed in the instant 
application. 



Allowable Subject Matter 

Claim 7 is allowed. 
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Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jason M. Nolan, Ph.D. whose telephone number is 
(571) 272-4356 and electronic mail is Jason.Nolan@uspto.gov. The examiner can 
normally be reached on Mon - Fri (9:00 - 5:30PM). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Joseph M c Kane can be 
reached on (571) 272-0699. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. Information regarding the status 
of an application may be obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Jason M. Nolan, Ph.D./ 

Examiner, Art Unit 1626 



/Kamal A Saeed, Ph.D./ 
Primary Examiner, Art Unit 1626 



